
Dear Dr. Till and Ms. Siiore:

This letter responds to your citizen petition and petition br stay otaction dated October
5 1998 in which you request that the Food and Drug Adminisfr@on  (FDA) take certam
akions’kgarding @diatric  exclusivity. Your petitions are denied. % k~.~ you raised
in your petitions were resolved by the lawsuit National P~eu+d Alhame v.
Hemrey Cii. Action No. 99-0394  (D.D.C.  1999). In that Iawsuit, FDA ek&intid and
defend& its interpretation of the pediatric exclusivity provisions. We enclose t coy of
the Age&y’s  brief and the court’s decision on a Motion for Preliminary Injunction,  in
which th@ court supports the Agency’s interpretation of the pediatric  exclusivity
provisions.’

sblcgely yours,

I.;

.

Enclosures
,

‘ThiscasthasWbeendismissedbyagnrmentdtheperties


